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§30.19

regulations of an Agreement State, ex-
cept in accordance with a license
issued under §32.18 of this chapter,
which license states that the byproduct
material may be transferred by the li-
censee to persons exempt under this
section or the equivalent regulations of
an Agreement State.

(e) No person may, for purposes of
producing an increased radiation level,
combine quantities of byproduct mate-
rial covered by this exemption so that
the aggregate quantity exceeds the
limits set forth in §30.71, Schedule B,
except for byproduct material com-
bined within a device placed in use be-
fore May 3, 1999, or as otherwise per-
mitted by the regulations in this part.

[356 FR 6427, Apr. 22, 1970, as amended at 36
FR 16898, Aug. 26, 1971; 43 FR 6921, Feb. 17,
1978; 52 FR 8241, Mar. 17, 1987; 58 FR 7736, Feb.
9, 1993; 72 FR 55925, Oct. 1, 2007; 72 FR 58486,
Oct. 16, 2007]

§30.19 Self-luminous products con-
taining tritium, krypton-85, or pro-
methium-147.

(a) Except for persons who manufac-
ture, process, produce, or initially
transfer for sale or distribution self-lu-
minous products containing tritium,
krypton-85, or promethium-147, and ex-
cept as provided in paragraph (c) of
this section, any person is exempt from
the requirements for a license set forth
in section 81 of the Act and from the
regulations in parts 20 and 30 through
36 and 39 of this chapter to the extent
that such person receives, possesses,
uses, transfers, owns, or acquires trit-
ium, krypton-85, or promethium-147 in
self-luminous products manufactured,
processed, produced, or initially trans-
ferred in accordance with a specific li-
cense issued pursuant to §32.22 of this
chapter, which license authorizes the
initial transfer of the product for use
under this section.

(b) Any person who desires to manu-
facture, process, or produce, or ini-
tially transfer for sale or distribution
self-luminous products containing trit-
ium, krypton-85, or promethium-147 for
use under paragraph (a) of this section,
should apply for a license under §32.22
of this chapter and for a certificate of
registration in accordance with §32.210
of this chapter.
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(c) The exemption in paragraph (a) of
this section does not apply to tritium,
krypton-85, or promethium-147 used in
products primarily for frivolous pur-
poses or in toys or adornments.

[34 FR 9026, June 6, 1969, as amended at 40 FR
8785, Mar. 3, 1975; 43 FR 6921, Feb. 17, 1978; 52
FR 8241, Mar. 17, 1987; 58 FR 7736, Feb. 9, 1993;
77 FR 43689, July 25, 2012]

§30.20 Gas and aerosol detectors con-
taining byproduct material.

(a) Except for persons who manufac-
ture, process, produce, or initially
transfer for sale or distribution gas and
aerosol detectors containing byproduct
material, any person is exempt from
the requirements for a license set forth
in section 81 of the Act and from the
regulations in parts 19, 20, 21, and 30
through 36 and 39 of this chapter to the
extent that such person receives, pos-
sesses, uses, transfers, owns, or ac-
quires byproduct material in gas and
aerosol detectors designed to protect
health, safety, or property, and manu-
factured, processed, produced, or ini-
tially transferred in accordance with a
specific license issued under §32.26 of
this chapter, which license authorizes
the initial transfer of the product for
use under this section. This exemption
also covers gas and aerosol detectors
manufactured or distributed before No-
vember 30, 2007, in accordance with a
specific license issued by a State under
comparable provisions to §32.26 of this
chapter authorizing distribution to
persons exempt from regulatory re-
quirements.

(b) Any person who desires to manu-
facture, process, or produce gas and
aerosol detectors containing byproduct
material, or to initially transfer such
products for use under paragraph (a) of
this section, should apply for a license
under §32.26 of this chapter and for a
certificate of registration in accord-
ance with §32.210 of this chapter.

[77 FR 43689, July 25, 2012]

§30.21 Radioactive drug: Capsules
containing carbon-14 urea for “in
vivo” diagnostic use for humans.

(a) Except as provided in paragraphs
(b) and (c) of this section, any person is
exempt from the requirements for a li-
cense set forth in Section 81 of the Act
and from the regulations in this part
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and part 35 of this chapter provided
that such person receives, possesses,
uses, transfers, owns, or acquires cap-
sules containing 37 kBq (1 uCi) carbon-
14 urea (allowing for nominal variation
that may occur during the manufac-
turing process) each, for ‘‘in vivo’ di-
agnostic use for humans.

(b) Any person who desires to use the
capsules for research involving human
subjects shall apply for and receive a
specific license pursuant to part 35 of
this chapter.

(c) Any person who desires to manu-
facture, prepare, process, produce,
package, repackage, or transfer for
commercial distribution such capsules
shall apply for and receive a specific li-
cense pursuant to §32.21 of this chap-
ter.

(d) Nothing in this section relieves
persons from complying with applica-
ble FDA, other Federal, and State re-
quirements governing receipt, adminis-
tration, and use of drugs.

[62 FR 63640, Dec. 2, 1997]

§380.22 Certain industrial devices.

(a) Except for persons who manufac-
ture, process, produce, or initially
transfer for sale or distribution indus-
trial devices containing byproduct ma-
terial designed and manufactured for
the purpose of detecting, measuring,
gauging or controlling thickness, den-
sity, level, interface location, radi-
ation, leakage, or qualitative or quan-
titative chemical composition, or for
producing an ionized atmosphere, any
person is exempt from the require-
ments for a license set forth in section
81 of the Act and from the regulations
in parts 19, 20, 21, 30 through 36, and 39
of this chapter to the extent that such
person receives, possesses, uses, trans-
fers, owns, or acquires byproduct mate-
rial, in these certain detecting, meas-
uring, gauging, or controlling devices
and certain devices for producing an
ionized atmosphere, and manufactured,
processed, produced, or initially trans-
ferred in accordance with a specific li-
cense issued under §32.30 of this chap-
ter, which license authorizes the initial
transfer of the device for use under this
section. This exemption does not cover
sources not incorporated into a device,
such as calibration and reference
sources.

§30.32

(b) Any person who desires to manu-
facture, process, produce, or initially
transfer for sale or distribution indus-
trial devices containing byproduct ma-
terial for use under paragraph (a) of
this section, should apply for a license
under §32.30 of this chapter and for a
certificate of registration in accord-
ance with §32.210 of this chapter.

[77 FR 43689, July 25, 2012]
LICENSES

§30.31 Types of licenses.

Licenses for byproduct material are
of two types: General and specific.

(a) The Commission issues a specific
license to a named person who has filed
an application for the license under the
provisions of this part and parts 32
through 36, and 39.

(b) A general license is provided by
regulation, grants authority to a per-
son for certain activities involving by-
product material, and is effective with-
out the filing of an application with
the Commission or the issuance of a li-
censing document to a particular per-
son. However, registration with the
Commission may be required by the
particular general license.

[656 FR 79187, Dec. 18, 2000]

§30.32 Application
censes.

for specific li-

(a) A person may file an application
on NRC Form 313, ‘‘Application for Ma-
terial License,” in accordance with the
instructions in §30.6 of this chapter. In-
formation contained in previous appli-
cations, statements or reports filed
with the Commission or the Atomic
Energy Commission may be incor-
porated by reference, provided that the
reference is clear and specific.

(b) The Commission may at any time
after the filing of the original applica-
tion, and before the expiration of the
license, require further statements in
order to enable the Commission to de-
termine whether the application should
be granted or denied or whether a li-
cense should be modified or revoked.

(c) Bach application shall be signed
by the applicant or licensee or a person
duly authorized to act for and on his
behalf.
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